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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 02 December 2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 147-161 is/are pending in the application. 

4a) Of the above claim(s) 149 and 156-161 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 147,148 and 150-155 is/are rejected. 

7) EI Claim(s) 147.148 and 150-155 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 22 September 2005 is/are: a)D accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)E| All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.^ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

El Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date See Continuation Sheet . 6) □ Other: . 

PTOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mail Date 2010021 7 



Continuation Sheet (PTOL-326) 
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Continuation of Attachments ) 3). Information Disclosure Statement(s) (PTO/SB/08), Paper No(s)/Mail Date :5/25/06, 10/6/06, 
10/9/06, 10/12/06, and 8/15/07. 
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DETAILED ACTION 

Election/Restrictions 

1. Applicant's election of Group III, original claims 7, 8, 10-17, 20 and 1 12-1 15, with the 
additional election of sequence corresponding to GenBank Accession No. AB020684, in the 
reply filed on 02 December 2009 is acknowledged. Because applicant did not distinctly and 
specifically point out the supposed errors in the restriction requirement, the election has been 
treated as an election without traverse (MPEP § 818.03(a)). 

2. Claims 1 49 and 156-161 arc withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention (do not read on nucleic acid having accession 
number AB020684), there being no allowable generic or linking claim. Election was made 
without traverse in the reply filed on 02 December 2009. 

Drawings 

3 . New corrected drawings in compliance with 37 CFR 1 . 1 2 1 (d) are required in this 
application because: 

a. Figure(s) 1 A-1D, 2A, 2B, 3A, 3B, and 4A-4D is/are not properly labeled. See 37 
CFR1.84(u)(l). 

b. The lettering is not of proper size, uniform density, and well-defined in Figure(s) 
1A-1D, 2A, 2B, 3A, and 3B. See 37 CFR 1.84 (1) and (p)(l) - (5). ("Numbers, letters, 
and reference characters must measure at least .32 cm (1/8 inch) in height.") 
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c. Each panel needs to be individually labeled, e.g., FIG. 1A, IB, 1C, ID, 2A, 2B, 
3 A, 3B, and 4A-4D. See 37 CFR 1.84(u)(l) and (2), 



4. Applicant is advised to employ the services of a competent patent draftsperson outside 
the Office, as the U.S. Patent and Trademark Office no longer prepares new drawings. The 
corrected drawings are required in reply to the Office action to avoid abandonment of the 
application. The requirement for corrected drawings will not be held in abeyance. 



INFORMATION ON HOW TO EFFECT DRAWING CHANGES 



Replacement Drawing Sheets 

Drawing changes must be made by presenting replacement sheets which incorporate the desired 
changes and which comply with 37 CFR 1 .84. An explanation of the changes made must be 
presented either in the drawing amendments section, or remarks, section of the amendment 
paper. Each drawing sheet submitted after the filing date of an application must be labeled in the 
top margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). A 
replacement sheet must include all of the figures appearing on the immediate prior version of the 
sheet, even if only one figure is being amended. The figure or figure number of the amended 
drawing(s) must not be labeled as "amended." If the changes to the drawing figure(s) are not 
accepted by the examiner, applicant will be notified of any required corrective action in the next 
Office action. No further drawing submission will be required, unless applicant is notified. 

Identifying indicia, if provided, should include the title of the invention, inventor's name, and 
application number, or docket number (if any) if an application number has not been assigned to 
the application. If this information is provided, it must be placed on the front of each sheet and 
within the top margin. 

Annotated Drawing Sheets 

A marked-up copy of any amended drawing figure, including annotations indicating the changes 
made, may be submitted or required by the examiner. The annotated drawing sheet(s) must be 
clearly labeled as "Annotated Sheet" and must be presented in the amendment or remarks section 
that explains the change(s) to the drawings. 



Timing of Corrections 
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Applicant is required to submit acceptable corrected drawings within the time period set in the 
Office action. See 37 CFR 1.85(a). Failure to take corrective action within the set period will 
result in ABANDONMENT of the application. 

If corrected drawings are required in a Notice of Allowability (PTOL-37), the new drawings 
MUST be filed within the THREE MONTH shortened statutory period set for reply in the 
"Notice of Allowability." Extensions of time may NOT be obtained under the provisions of 37 
CFR 1.136 for filing the corrected drawings after the mailing of a Notice of Allowability. 



Specification 

5. The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 

6. The disclosure is objected to because it contains an embedded hyperlink and/or other 
form of browser-executable code. Applicant is required to delete the embedded hyperlink and/or 
other form of browser-executable code. See MPEP § 608.01 . 



Claim Objections 

7. Claims 147, 148, and 150-155 are objected to because of the following informalities: 
Said claims encompass non-elected embodiments, more specifically, non-elected nucleic acids. 
Appropriate correction is required. 



Claim Rejections - 35 USC § 112 

8. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 
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9. Claims 147, 148, and 150-155 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

10. A review of the disclosure fails to find where applicant has enabled the use of the nucleic 
acid corresponding to GenBank Accession No. AB020684, or any nucleic acid that has any 
degree of similarity to same, including claims 152, which requires at least 85% identity, or claim 
153, which requires at least 95% identity. 

11. A review of the specification finds the following examples: 

a. Example 1, p. 39; 

b. Example 2, pp. 39-40; 

c. Example 3, p. 40; 

d. Example 4, pp. 40-43; 

e. Example 5, p. 43; and 

f. Example 6, pp. 43-49. 

12. A review of these examples and the remaining disclosure finds proposed or hypothetical 

uses for the various proteins encoded by the isolated Expressed Sequence Tags (ESTs); however, 

the specification fails to identify and enable the use of not only the nucleic acid corresponding to 

Accession No. AB020684, or any of the variants of same that are encompassed by the claims. 

The situation at hand is analogous to that in Genentech v. Novo Nordisk A/S (Fed. Cir. 1997) 42 

USPQ2d 1001 . As set forth in the decision of the Court: 

"'[T]o be enabling, the specification of a patent must teach those skilled in the art 
how to make and use the full scope of the claimed invention without undue 
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experimentation.' In re Wright 999 F.2d 1557, 1561, 27 USPQ2d 1510, 1513 
(Fed. Cir. 1993); see also Amgen Inc. v. Chugai Pharms. Co., 927 F. 2d 1200, 
1212, 18 USPQ2d 1016, 1026 (Fed Cir. 1991); In re Fisher, 427 F. 2d 833, 166 
USPQ 18, 24 (CCPA 1970) ('[T]he scope of the claims must bear a reasonable 
correlation to the scope of enablement provided by the specification to persons of 
ordinary skill in the art.'). 



"Patent protection is granted in return for an enabling disclosure of an invention, 
not for vague intimations of general ideas that may or may not be workable. See 
Brenner v. Manson, 383 U.S. 519, 536, 148 USPQ 689, 696 (1966) (stating, in 
context of the utility requirement, that 'a patent is not a hunting license. It is not a 
reward for the search, but compensation for its successful conclusion.') Tossing 
out the mere germ of an idea does not constitute enabling disclosure. While every 
aspect of a generic claim certainly need not have been carried out by an inventor, 
or exemplified in the specification, reasonable detail must be provided in order to 
enable members of the public to understand and carry out the invention. 

"It is true . . . that a specification need not disclose what is well known in the art. 
See, e.g., Hybritech, Inc. v. Monoclonal Antibodies, Inc., 802 F.2d 1367, 1385, 
231 USPQ 81, 94 (Fed. Cir. 1986). However, that general, oft-repeated statement 
is merely a rule of supplementation, not a substitute for a basic enabling 
disclosure. It means that the omission of minor details does not cause a 
specification to fail to meet the enablement requirement. However, when there is 
no disclosure of any specific starting material or any of the conditions under 
which a process can be carried out undue experimentation is required; there is a 
failure to meet the enablement requirement that cannot be rectified by asserting 
that all the disclosure related to the process is within the skill of the art. It is the 
specification, not the knowledge of one skilled in the art, that must supply the 
novel aspects of an invention in order to constitute adequate enablement. This 
specification provides only a starting point, a direction for further research. 
(Emphasis added) 

13. A review of the disclosure fails to find where the nucleotide sequence corresponding to 
GENBANK Accession No. AB020684 has been provided. Such information is deemed essential 
subject matter and cannot be incorporated by reference. 
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14. For the above reasons, and in the absence of convincing evidence to the contrary, claims 
147, 148, and 150-155 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. 

15. Claims 147, 148, and 150-155 are rejected under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. As presently worded, the claimed invention encompasses not only the 
nucleic acid sequence corresponding to GENBANK Accession No. AB020684, but to an 
innumerable number and quality of variants. In support of this position, it is noted that 
dependent claim 152 requires that the nucleic acid of claim 151 be at least 85% identical. A 
review of the nucleic acid sequence corresponding to GENBANK Accession No. AB020684, 
finds an EST that is some 4,436 nucleotides long. A 15% variance (100% - 85% = 15%) 
encompasses some 665 nucleotides (4436 x 0.15 = 665.4 nucleotides). These nucleotides can be 
tiled across the entire length of the EST as well as be interspersed. Given that claim 152 must 
further limit claim 151 from which it depends, claim 151 must encompass even more variants. 
Assuming arguendo, that only one instance of 665 contiguous nucleotides are varied, and that 
only the four common nucleotides are substituted in these positions, one is looking at 4 665 , or 
2.34 x 10 400 different nucleic acids. A review of the specification fails to find where applicant 
has provided an adequate description of those nucleic acids, if any, that are actually useful. 
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16. It appears that applicant is attempting to satisfy the written description requirement of 35 
USC 1 12, first paragraph, through obviousness. Obviousness, however, cannot be relied upon 
for satisfaction of the written description requirement. In support of this position, attention is 
directed to the decision in University of California v. Eli Lilly and Co. (Fed. Cir. 1997) 43 
USPQ2d at 1405, citing Lockwood v. American Airlines Inc. (Fed. Cir. 1997) 41 USPQ2d at 
1966: 

Recently, we held that a description which renders obvious a claimed invention is not 
sufficient to satisfy the written description requirement of that invention. 

17. Given such non-disclosure by applicant, and in the absence of convincing evidence to the 
contrary, claims 147, 148, and 150-155 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. 

Claim Rejections - 35 USC §101 

18. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefore, subject to the conditions and 
requirements of this title. 

19. Claims 147, 148, and 150-155 are rejected under 35 U.S.C. 101 because the claimed 
invention is not supported by either a specific, substantial and credible asserted utility or a well 
established utility. 

A review of the disclosure fails to find where any specific, substantial and credible utility 
has been asserted to be known by applicant at the time of filing. While a review of the disclosure 
has identified a listing of potential uses, no specific utility has been assigned to the nucleic acid 
corresponding to GENBANK Accession No. AB020684. Further, a review of the disclosure 
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fails to find where applicant has identified any specific, substantial, and credible asserted utility 

for each of the vast number of variants encompassed by the claims. 

It matters not whether the claim is drawn to a product or process; the claim must be 

drawn to an invention that satisfies the utility requirements as set forth under 35 USC 101 and as 

further developed in the Utility Guidelines. In support of this position, attention is directed to 

Brenner, Comr. Pats. v. Manson, 148 USPQ 689 (US Sup Ct 1966): 

Whatever weight is attached to the value of encouraging disclosure and of 
inhibiting secrecy, we believe a more compelling consideration is that a process 
patent in the chemical field, which has not been developed and pointed to the 
degree of specific utility, creates a monopoly of knowledge which should be 
granted only if clearly commanded by the statute. Until the process claim has 
been reduced to production of a product shown to be useful, the metes and bounds 
of that monopoly are not capable of precise delineation. It may engross a vast, 
unknown, and perhaps unknowable area. Such a patent may confer power to 
block off whole areas of scientific development, 22 without compensating benefit 
to the public. The basic quid pro quo contemplated by the Constitution and the 
Congress for granting a patent monopoly is the benefit derived by the public from 
an invention with substantial utility. Unless and until a process is refined and 
developed to this point-where specific benefit exists in currently available form- 
there is insufficient justification for permitting an applicant to engross what may 
prove to be a broad field. 



We find absolutely no warrant for the proposition that although Congress 
intended that no patent be granted on a chemical compound whose sole "utility" 
consists of its potential role as an object of use-testing, a different set of rules was 
meant to apply to the process which yielded the unpatentable product. 24 That 
proposition seems to us little more than an attempt to evade the impact of the 
rules which concededly govern patentability of the product itself. 
This is not to say that we mean to disparage the importance of contributions to the 
fund of scientific information short of the invention of something "useful," or that 
we are blind to the prospect that what now seems without "use" may tomorrow 
command the grateful attention of the public. But a patent is not a hunting 
license. It is not a reward for the search, but compensation for its successful 
conclusion. 
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20. For the above reasons, and in the absence of convincing evidence to the contrary, claims 
147, 148, and 150-155 are rejected under 35 U.S.C. 101. 

21 . Claims 147, 148, and 150-155 are also rejected under 35 U.S.C. 1 12, first paragraph. 
Specifically, since the claimed invention is not supported by either a specific, substantial, and 
credible asserted utility or a well established utility for the reasons set forth above, one skilled in 
the art clearly would not know how to use the claimed invention. 

Claim Rejections - 35 USC §102 

22. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

23. Claims 147, 148, and 150-155 are rejected under 35 U.S.C. 102(b) as being anticipated 
by GENBANK Accession No. AB020684. 

24. The instant application was filed on 28 April 2006, and is a national-stage application 
filed 26 March 2004, which in turn claims benefit of priority to PCT application filed 28 March 
2003. 

25. Applicant has claimed the nucleic acid that corresponds to GENBANK Accession No. 
AB020684. 

26. A review of GENBANK records finds that the nucleic acid associated with Accession 
No. AB020684 was disclosed 16 June 1999, and was also disclosed in a document published in 
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1998. Accordingly, the claimed nucleic acid was known to others more than one year prior to 
the filing of the instant application. 

27. For the above reasons, and in the absence of convincing evidence to the contrary, claims 
147, 148, and 150-155 are rejected under 35 U.S.C. 102(b) as being anticipated by GENBANK 
Accession No. AB020684. 



Conclusion 

28. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradley L. Sisson whose telephone number is (571) 272-0751. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

29. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dave T. Nguyen can be reached on (571) 272-073 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

30. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
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like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Bradley L. Sisson/ 

Primary Examiner, Art Unit 1634 



